II. REMARKS 



A. Status of the Claims 

Claims 2-20, 22, and 24-35 were pending at the time of the Office Action, with claims 22 
and 24-35 being withdrawn from consideration as being drawn to a non-elected invention. Thus, 
claims 2-20 were examined in the Action. 

B. The Claims Are Definite Under 35 U.S.C. § 1 12, Second Paragraph 

The Action rejects claims 2-20 under 35 U.S.C. § 112, second paragraph, as being 

indefinite. In particular, the Action asserts that: (1) claims 2-5 are vague and indefinite because 

it is not clear what is meant by "downstream promoter element" or "upstream binding element;" 

(2) claims 2-5 are vague and indefinite because it is not clear to what the "upstream binding 

element" binds; and (3) claims 5-6 are vague and indefinite because it is not clear to which 

protein the acronym "CBP" refers. Applicants address each of these issues below. 

/. The Legal Standard for Evaluating a Claim Under 35 U.S. C. § 112, 
Second Paragraph 

A proper evaluation of a claim under the second paragraph of 35 U.S.C. § 112 requires 
that the claim be read in light of the specification as interpreted by one of ordinary skill in the art. 
North Am. Vaccine, Inc. v. American CyanamidCo., 7 F.3d 1571, 1579, 28 USPQ 2d 1333, 1339 
(Fed. Cir. 1993). In view of the fact that the specification is to be interpreted from the standpoint 
of one of ordinary skill in the art, claims may make use of the language understood by those of 
skill in the art without additional, detailed definitions in the written description. See W.L. Gore 
& Assoc., Inc. v. Garlock, Inc., 721 F.2d 1540, 1556-58, 220 USPQ 303, 315-16 (Fed. Cir. 
1983). 
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Furthermore, the law does not require that only immutable or invariant terms be used in 
claim language. Inventors are encouraged to use concise language, as long as it is reasonably 
definite in view of the specification. North Am. Vaccine, Inc., 7 F.3d 1571 at 1579. Finally, the 
fact that the Examiner prefers other language is not a proper basis for maintaining the present 
indefiniteness rejection. See MPEP § 2173.01 ("The examiner's focus during examination of 
claims for compliance with the requirement for defmiteness of 35 U.S.C. § 112, second 
paragraph is whether the claim meets the threshold requirements of clarity and precision, not 
whether more suitable language or modes of expression are available."). 

For the reasons set forth below, the claims satisfy all of the requirements under 35 U.S.C. 
§ 112, second paragraph. 

2. "Downstream Promoter Element" and "Upstream Binding Element" 

With regard to the rejection of claims 2-5, it appears that the Action is viewing 
"downstream" and "upstream" as describing a positional relationship of the downstream 
promoter element and upstream binding element to a gene operably linked to these elements. 
Thus, the Action concludes that claims 2-5 are indefinite because they do not recite such an 
operably linked gene. Applicants traverse this rejection. 

As mentioned above, a proper evaluation under the second paragraph of 35 U.S.C. § 1 12 
requires that the claim be read in light of the specification as interpreted by one of ordinary skill 
in the art. As described in the specification at, for example, page 26, lines 10-19, a exemplary 
synthetic promoter construct was centered by a TATA box with the initiator at position +1 and 
with various binding sites and other elements added upstream and downstream of the TATA box. 

In regard to the term "downstream promoter element," this refers to a particular type of 
promoter element described by Burke et al. {see e.g., Specification, Table 1 , and p. 27, In. 29), 
and which was named the downstream promoter element because it was first identified 
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downstream of the RNA start site. Furthermore, in Example 8 of the specification the placement 
of downstream element is described relative to the initiator sequence (p. 31, In. 9-21). The 
Examiner acknowledges that "the specification teaches that the 'downstream promoter element' 
refers to a particular type of promoter element which was named the downstream promoter 
element because it was first identified downstream of the RNA start site." Action, p. 4. 
Nevertheless, the Examiner maintains that "downstream promoter element" is indefinite because 
it is not specifically defined in the specification. It is unclear what additional information is 
wanted by the Examiner. As mentioned above, "downstream promoter element" is the name of 
this particular element. It has been described by Burke et al. {see e.g., Specification, Table 1, 
and p. 27, In. 29) and its nucleic acid sequence is provided at several locations in the Examples 
in the specification, including in the previously mentioned Example 8. Thus, "downstream 
promoter element" is defined in the specification. Even if the term was not defined in the 
specification it would still be definite because claims may make use of the language (such as the 
name of a particular promoter element) understood by those of skill in the art without additional, 
detailed definitions in the written description. See W.L. Gore & Assoc., Inc., 721 F.2d at 1556- 
58. 

In regard to the term "upstream binding element," this refers to an element located 
upstream of the TATA box (Specification, p. 32, In. 7-12). Examples of upstream binding 
elements provided in the specification include the IRF, SP1, CBP, NFkB, API, and IFN binding 
elements (Specification, p. 4, In. 10-18; p. 32, In. 9). Citations to publications describing these 
binding elements may be found in Table 1 of the specification. Thus, claims reciting "upstream 
binding element" are definite when properly evaluated in light of the description in the 
specification as interpreted by one of ordinary skill in the art. 
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The Action's further assertion that an "upstream binding element" refers to a binding 
element to which "upstream" binds remains unsupported by any reasoning and is inconsistent 
with the meaning of the this term to a person of ordinary skill in view of the disclosure in the 
specification. It is evident from the specification that "upstream binding element" refers to a 
genus of binding elements which includes, for example, IRF, SP1, CBP, NFkB, API, and IFN 
binding elements. Thus, by way of illustration, if the upstream binding element was an NFkB 
binding element then it would be understood that it is a binding element to which NFkB binds. 
It appears that the Examiner's concern may actually be with the breadth of the term "upstream 
binding element." However, breadth of a claim is not to be equated with indefiniteness. MPEP 
§ 2173.04. Nevertheless, the present rejection as it pertains to the term "upstream binding 
element" is moot in view of the amendments to the claims. 
3. "CBP Binding Element" 

The Action asserts that claims 5-6 are vague and indefinite because it is not clear to 
which protein the acronym "CBP" refers. As Applicants stated in their previous response, the 
CBP binding element refers to the CBP binding element reported by Graves et al. {see e.g., 
Specification, Table 1), in which "CBP" denotes "CAT binding protein." In the present Action, 
the Examiner acknowledges that Table 1 lists CBP with the reference for Graves et al, but then 
argues that the skilled artisan would not know what the Applicant intends CBP to represent since 
Table 1 is merely a listing of binding elements (Action, p. 6). The Action's conclusion appears 
unsupportable in view of the Action's acknowledgement that Table 1 is a table of binding 
elements and that Table 1 lists the CBP binding element as the CBP element disclosed in the 
1986 publication by Graves et al. 
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Claims may make use of the language understood by those of skill in the art without 
additional, detailed definitions in the written description. The present specification teaches that 
the CBP binding element refers to the CBP binding element reported by Graves et al. This is 
sufficient to inform those of skill in the art to what the recitation "CBP binding element" in the 
claims refers. Applicants further note that the sequence of the CBP binding element is provided 
in Example 1 of the present specification, again with the notation that it is the CBP binding 
element reported by Graves et al. In view of the above, the term "CBP binding element" is 
definite when read in light of the specification as interpreted by one of ordinary skill in the art. 
4. Conclusion 

A proper evaluation of the claims under the second paragraph of35U.S.C. §112 requires 
that the claims be read in light of the specification as interpreted by one of ordinary skill in the 
art. For the reasons provided above, the terms "downstream promoter element," "upstream 
binding element," and "CBP binding element" are definite, and the current claims satisfy all of 
the requirements under 35 U.S.C. § 112, second paragraph. Applicants, therefore, request the 
withdrawal of this rejection. 

C. The Claims Are Supported by Written Description Under 35 U.S.C. § 112, 
First Paragraph 

The Action rejects claims 2-20 under 35 U.S.C. § 1 12, first paragraph, for lack of written 
description. The Action states that in the instant case the nucleic acid segment comprising a 
synthetic promoter/enhancer as claimed encompasses a very broad genus of downstream 
promoter elements and upstream binding elements. The Action further states that the 
specification discloses three sequences (SEQ ID NOs: 35-37) for the claimed promoter sequence. 
The Action alleges that the specification does not provide an indication of how the sequences of 
SEQ ID NOs: 35-37 are representative of other promoter/enhancer sequences. The Action 
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concludes that one of skill in the art would conclude that applicant was not in possession of the 
claimed genus because a description of only one member of this genus is not representative of 
the variant of the genus and is insufficient to support them. Applicants traverse this rejection. 

Current independent claim 4 is directed to a nucleic acid segment comprising a synthetic 
promoter/enhancer, or the complement of such a promoter/enhancer, wherein the 
promoter/enhancer comprises a promoter sequence comprising regions encoding promoter 
elements including a TATA box, a TFIIB binding element, an initiator, a downstream promoter 
element, and at least an SP1 binding element upstream of the TATA box and an IRF binding 
element upstream of the TATA box. SEQ ID NOs: 35, 36, and 37 each disclose a nucleic acid 
segment comprising a synthetic promoter/enhancer encompassed by claim 4. As mentioned 
above, the Action has alleged that the description of only one member of the claimed genus is 
not representative of the genus, but has not provided reasoning as to why three members of the 
genus is not representative. 

In addition, the Action's assertion that the specification does not provide an indication of 
how the sequences of SEQ ID NOs: 35-37 are representative of other promoter/enhancer 
sequences is incorrect. As described on page 8, lines 1 1-27 of the specification, SEQ ID NO:35 
is an exemplary promoter comprising several binding elements of IRF- 1, API; NFkB, SP1; CBP; 
TFIIB, AP2; the TATA box (TFIID); an initiator; and a downstream promoter element. An 
example of a rationally designed and chemically synthesized artificial promoter/enhancer, which 
encompasses the exemplary promoter of SEQ ID NO:35, is represented by SEQ ID NO:36. SEQ 
ID NO:37 is the same as the sequence of SEQ ID: NO:36, less the sterol response element 
(SRE). As described on page 26, lines 10-23, the exemplary chemically synthesized promoters 
disclosed were designed such that each construct was centered by a TATA box (Burke et al, 
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1998) (TATATAA; TFIID, Breathnach and Chambon 1981) with the initiator at position +1 
(TCATTC, Initiator, Smale and Baltimore, 1989). In addition, various transcription factors' 
binding sites and other elements were added upstream and downstream of the TATA box in the 
examples. These sites and elements are underlined and indicated in parenthesis, after each 
specific sequence in Examples 1 , 2, and 3 in the specification, which provide greater detail of the 
structures of SEQ ID NOs: 35-37. Thus, the specification provides a detailed description of how 
SEQ ID NOs: 35-37 are representative of other promoter/enhancer sequences encompassed by 
the current claims. 

Also as described in the specification, the synthetic promoter/enhancer of the currently 
claimed invention can be synthesized using promoter elements known to the skilled artisan {see 
e.g. p. 8, In. 18-27; Table 1). These elements may include, for example, at least one of an 
upstream enhancer element such as: a vitamin D binding element; a serum response element; a 
CREB/ATF element, a Myb element reversed; an AP4 element; an API element; an Octamer 
element; an AP2 element; an ISRE reversed; a CTF-NF1; a CBP element; an SP1 element; c- 
Jun; NFkB; interferon regulatory factor -1 (IRF-1); TFIID; an initiator; and a downstream 
promoter element (DPE) (Specification, p. 8, In. 18-27). The structures {i.e. the sequences) of 
these elements are described in the specification at, for example, Examples 1-3. The structure 
and function of these elements have been described in the literature as indicated in Table 1 and in 
Examples 1-3 in the specification. In addition, the positional effect on gene expression for the 
TATA box; initiator; downstream promoter element; TFIIB recognition element; and API, IFN, 
SP1, c-Jun, SP1, NFkB, CBP, CREB/ATF, NF1, ISRE, AP2, Octamer, AP4, MyB, ATF, and 
VD binding elements; is described in Examples 5-10 of the specification. Thus, this information, 
along with the information regarding SEQ ID NOs: 35-37 discussed above, satisfy the written 



25746272.1 



12 



description requirement for a genus through the disclosure of the relevant identifying 
characteristics of the members of the genus coupled with a known or disclosed correlation 
between function and structure. 

Finally, the Action's assertion that the claims encompass a very broad genus of 
downstream promoter elements is unclear because the downstream promoter element refers to a 
particular promoter element described by Burke et al. (see section B.2. above). In addition, the 
Action's assertion that the claims encompass a very broad genus of upstream binding elements is 
believed to be moot in view of the fact that the phrase "upstream binding elements" is no longer 
recited in the claims. Rather, current claim 4 recites that the promoter/enhancer comprises "at 
least an SP1 binding element upstream of the TATA box and an IRF binding element upstream 
of the TATA box." 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to practice, 
reduction to drawings, or by disclosure of relevant, identifying characteristics, i.e., structure or 
other physical and/or chemical properties, by functional characteristics coupled with a known or 
disclosed correlation between function and structure, or by a combination of such identifying 
characteristics, sufficient to show the applicant was in possession of the claimed genus. As 
described above, the specification provides a detailed description of a representative number of 
species in the promoter/enhancer sequences of SEQ ID NOs: 35-37. Also as described above, 
the specification describes the structure and the function of the elements recited in the claims 
{e.g., the TATA box, TFIIB binding element, initiator, downstream promoter element, SP1 
binding element, and IRF binding element). Thus, the present specification describes the 
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claimed invention in sufficient detail that one of ordinary skill in the art can reasonably conclude 
that Applicants had possession of the claimed invention at the time of filing. 

D. The Claims Are Novel Over the Cited References 

The Action raised the following anticipation rejections. Claims 2, 6, 15, and 17-19 were 
rejected under 35 U.S.C. § 102(b) as being anticipated by Matthews et al. (U.S. Patent 
5,717,058). Claims 2, 6-11, 15, and 17-20 were rejected under 35 U.S.C. § 102(a) as being 
anticipated by Parks et al. (U.S. Publication No. 2002/0055173). Claims 2, 15, and 17-19 were 
rejected under 35 U.S.C. § 102(e) as being anticipated by Roninson et al. (U.S. Publication No. 
2003/0186424). Claims 2, 15, 17-20 were rejected under 35 U.S.C. § 102(e) as being anticipated 
by Price (U.S. Patent 7,018,836). Claims 2 and 15-20 were rejected under 35 U.S.C. § 102(e) as 
being anticipated by Krohn (U.S. Publication No. 2003/0129169) as evidenced by Mathews et al. 
Claims 2-3, 15, and 17-20 were rejected under 35 U.S.C. § 102(e) as being anticipated by Berger 
(U.S. Publication No. 2003/0104356). 

Dependent claims 4-5 and 12-14 were not included in any of the anticipation rejections. 
In order to advance the prosecution of the present application, claims 4 and 12 have been 
amended to independent form. The other claims currently under examination depend directly or 
indirectly from claim 4 or 12. Thus, the currently pending claims are allowable over the cited 
art. Applicants further note that any new art rejections could not be necessitated by Applicants' 
present amendment because the amendment has merely re-written claims 4 and 12 in 
independent form; therefore, it would be improper for a subsequent Office Action that includes a 
new art rejection to be made final. 
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E. Conclusion 

Applicants believe that this paper is a full response to the Office Action dated October 
31, 2006. Should the Examiner have any questions, comments, or suggestions relating to this 
case, the Examiner is invited to contact the undersigned Applicants' representative at (512) 536- 



600 Congress Avenue, Suite 2400 
Austin, Texas 78701 
512.536.5654 (voice) 
512.536.4598 (fax) 

Date: February 26, 2007 



5654. 




Respectfully submitted, 



FULBRIGHT & JAWORSKI L.L.P. 



Travis M. Wohlers 
Reg. No. 57,423 
Attorney for Applicant 
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